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Subpart C—Records of a Public
Hearing Before the Commissioner

§15.40 Administrative record.

(a) The administrative record of a
public hearing before the Commis-
sioner consists of the following:

(1) All relevant FEDERAL REGISTER
notices, including any documents to
which they refer.

(2) All written submissions under
§15.25.

(3) The transcript of the oral hearing.

(b) The record of the administrative
proceeding will be closed at the time
specified in §15.25.

§15.45 Examination of administrative
record.

Section 10.20(j) governs the avail-
ability for public examination and
copying of each document in the ad-
ministrative record of the hearing
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AUTHORITY: 15 U.S.C. 1451-1461; 21 U.
141-149, 321-394, 467f, 679, 821, 1034; 28 U.
2112; 42 U.S.C. 201-262, 263b, 364.

SOURCE: 44 FR 22367, Apr. 13, 1979, unless
otherwise noted.
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Subpart A—General Provisions

§16.1 Scope.

The procedures in this part apply
when:

(a) The Commissioner is considering
any regulatory action, including a re-
fusal to act, and concludes, as a matter
of discretion, on the Commissioner’s
initiative or at the suggestion of any
person, to offer an opportunity for a
regulatory hearing to obtain additional
information before making a decision
or taking action.

(b) The act or a regulation provides a
person with an opportunity for a hear-
ing on a regulatory action, including
proposed action, and the act or a regu-
lation either specifically provides an
opportunity for a regulatory hearing
under this part or provides an oppor-
tunity for a hearing for which no pro-
cedures are specified by regulation.
Listed below are the statutory and reg-
ulatory provisions under which regu-
latory hearings are available:

(1) Statutory provisions:

Section 304(g) of the act relating to the ad-
ministrative detention of devices (see
§800.55(g) of this chapter).

Section 304(h) of the act relating to the ad-
ministrative detention of food for human
or animal consumption (see part 1, subpart
k of this chapter).

Section 515(e)(1) of the act relating to the
proposed withdrawal of approval of a de-
vice premarket approval application.

Section 515(e)(3) of the act relating to the
temporary suspension of approval of a pre-
market approval application.

Section 515(f)(6) of the act relating to a pro-
posed order revoking a device product de-
velopment protocol or declaring a protocol
not completed.
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